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1X1 Responsive to communication(s) filed on Sep 17, 1999 • 

Kl This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire three month(s), or thirty days, whichever 
is longer, from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 



Disposition of Claims 

Kl Claim(s) 1-61, 64-94, and 96-166 



is/are pending in the application. 



Of the above, claim(s) 
□ Claim(s) 



Kl Claim(s) 1-61, 64-94, and 96-166 

□ Claim(s) 

□ Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is Cbpproved disapproved. 

□ The specification is objected to by the Examiner. 

Kl The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
*Certified copies not received: 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 

Attachment(s) 

□ Notice of References Cited, PTO-892 

□ Information Disclosure Statement(s), PTO-1449, Paper No(s). 

□ Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 



— SEE OFFICE ACTION ON THE FOLLOWING PAGES — 
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Reissue Applitati&fts 

The reissue oath/declaration filed with this application is defective (seie 37 GFR 1.175 and 
MPEP § 1414) because of the following: _ 

The declaration of Bradley C. Linden was not executed in accordance with eitfrer 37 
,CFR 1.66 or 1.68. 

In accordance with 37 CFR 1.175(b)(1), a supplemental feis'sue iMWd€&MWi6n urfdef 37 
CFR 1.175(b)(1) must be received before this reissue application cih be allowed. 

Claims 1-61, 64-94 and 96-166 are rejected as being based upon a defective dedaratioh 
under 35 U.S.C. 251. See 37 CFR 1.175. The nature df Me defect is set forth above. 

Receipt of an appropriate supplemental 6Ayt^Wiii(Si\'W^iGr 3*7 GFR 1. 175(b)(1) will 
overcome this rejection under 35 U.S.C. 251. An example of acceptable language to be used in 
the supplemental oath/declaration is as follows: 

"Every error in the patent which was corrected in the present reissue application, add is not covered by a 
prior oath/declaration submitted in this application, arose without any deceptive mtention on trie part of 
the applicant." 

The original patent, or an affidavit or declaration £s to Toss oY^Sc<feissiMi^ of tlfe 
original patent, must be received before this reissue application can be allowed. See 37 
CFR 1.178. 
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Claim Rejections - 35 JJSG § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such Ml, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mbttef contemplated by the inventor of 
carrying out his invention. 

^/Claims 140, 141 and 151-154 are rejeetrd QffdteT BIJ.S.^ Ii2, first pfagfaph, aS 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventbr(s), at the time the application 
was filed, had possession of the claimed invention. 

The specification does not provide support for a ^C^oM'^t€t^&Mt. With ffefeMfce 
to column 1 1 line 14 of Applicant's disclosure, support for a ''rrietabblic cBttohydfate" can b v e 
found, but there is no showing that a metabolic intermediate is a metabolic carbohydrate. 

The following is a quotation of the second paragraLph of 3l5 IXS.G. 1 f2: 

The specification shall conclude with one or rrTdfe clairris^p^ out arTd 

distinctly claiming the subject matter which the £ppli£a^ 

Claims 132-139, 160-162 and 164 are rejected under 35 U.S.C. 112, secdhd paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 132 is further found to be indefinite becausfe ft is ur?cl^a'r few it re'citSs a method foT 
treating cardiac tissue when there is no step set forth reciting placieiTferit df the device vtithih or at 
cardiac tissue. 
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Claim Rejections - 35 VSC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

(e) the invention was described in a patent granted on an application for patent by another filed in the United 
States before the invention thereof by the applicant for patent, or on an international application by another who 
has fulfilled the requirements of paragraphs (1), (2), and (4) of section 371(c) of this title before the invention 
thereof by the applicant for patent. 

Claims 57, 59-61, 65-69, 72-73, 86, 88-91, 93, 94, 96-103, 105-109, 120, 122-125, 128 
and 129 are rejected under 35 U.S. C. 102(b) as being clearly anticipated by Lemelson. 

Lemelson discloses a therapeutic device, which as seen in figures 5 and 6, includes a 
catheter body having a penetrating member 61 therein for delivery drugs to a specific site in the 
body. As set forth in column 1 lines 14 and 35-40, the device is for use in a vein, artery, or the 
tissue of an organ, duct or tumor. Column 6 lines 36-37 set forth that the penetrating member 
can be heated or cooled, and is clearly adapted for vibratory motion. With reference to the 
embodiment of figures 1-3, it is set forth in column 7 line 44, that a plurality of penetrating 
members can be attached thereto. Note that the path along which the penetrating member moves 
when it is moved from the first position to the second position is substantially non-parallel or 
substantially transverse to the catheter body, as is indicated by the dotted line of figure 5. 
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Claim Rejections - 35 XJSC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
' section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 

such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 130-159 are rejected under 35 U.S.C. 103(a) as being unpatentable over Lemelson. 

Lemelson discloses the invention substantially as claimed, the method of using a 
therapeutic device for injecting select quantities of medication arid drugs through a penetrating 
member into body tissue. Lemelson does not disclose, however, the specific types of drugs as 
claimed. In view of the teaching, it would have been an obvious matter of design choice to one of 
ordinary skill in the art, to inject the drugs as claimed through the penetrating rriember of 
Lemelson since Applicant has not disclosed that any one drug solves any stated problem, or is any 
more critical than any other drug. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 

policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
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the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 . 136(a) will be calculated from the mailing date of the advisory action. In ho event, . 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing date 
of this final action. 

Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to Corrine McDermott, whose telephone number is (703) 308-21 11. The 
Examiner can normally be reached on Monday through Thursday from 7:00 AM to 4:30 PM. The 
Examiner can also be reached on alternate Fridays. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-0858. The fax phone 
number for this Group is (703) 305-3590. 

Corrine M. McDermott 
Primary Examiner 
Art Unit 3763 



